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DECLARATION OF FACTS AND DATA SUBMITTED FOR CONSIDERATION 
AS PART OF INFORMATION DISCLOSURE STATEMENT 


Assistant Commissioner for Patents 
Washington, DC 22031 

I 7 Tausif Monif, declare as follows: 

(1) I am currently employed as "Group leader - Clinical Pharmacology and 
Pharmacokinetics" by Ranbaxy Research Laboratories, a division of Ranbaxy 
Laboratories Limited, the assignee of the present application (2000 March - Present) 

(2) My educational qualifications are as follows: B, Pharm., Birla Institute of 
Technology, Ranchi, India (1983-1987); M. Pharm., Pharmaceutics, Birla Institute of 
Technology, Ranchi, India (1987-1989); and Ph.D., Pharmaceutics, Central Drug 
Research Institute, Lucknow, India (1989-1993) 

(3) After obtaining my PhD in 1993, I have been employed by Ranbaxy Research 
Laboratories as "Senior Research Scientist - Clinical Pharmacology and 
Pharmacokinetics" up until March 2000. 
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(4) My duties at Ranbaxy have included the following: to lead a group of scientists to 
conduct Pharmacokinetic studies for generic dosage forms and new drugs in 
conformance to GCP/GLP guidelines; to draw out an yearly work plan of all 
biostudies for the department in consultation with the business groups, regulatory 
affairs, Product Deevlopment Research & Novel Drug Delivery Systems (NDDS); to 
draw our time lines for various tasks in a projects and people responsible for them; 
implementing quality systems in the bioanalytical laboratory and also monitoring, 
developing and training the laboratory personnel to generate reports of acceptable 
international standards-Provide technical input for upgradation of the analytical 
methodologies in the bioanajytical laboratory to expedite method development and 
validation activity for bioequivalence projects; reviewing bioanalytical data and 
provide pharmacokinetic evaluation in the assessment of products and dosage forms; 
acting as a study director and ensuring conformance to quality systems and to the 
successful initiation and completion of studies for generating bioequivalence reports; 
providing expert comments and review data on NDDS products; laising with Contract 
Research Organizations for negotiating prices and monitoring bioequivalence studies; 
ensuring initiation and completion of extramural bioequivalence studies as per 
business plans; reviewing progress of assigned projects and to give instructions to 
optimize resources; interacting with Contract Research Organizations on technical 
issues relating to bioavailability/bioequivalence studies, 

(5) I have personal knowledge of the pharmacokinetic studies described below and was 
responsible, at least in part, for initiating the studies (excepting the studies detailed at 
Tables 1A and IB, which formed part of the present patent application as filed). All 
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the statements made below in regards to the pharmacokinetic studies are made based 

on personal knowledge or are made based on information and belief 
(6) The values for Ciprofloxacin pharmacokinetic parameters described below were 

calculated using standard non-compartmental methods. Ciprofloxacin was measured 

in Serum / Plasma using a validated HPLC method. 
Ciprofloxacin 500 mg OD 

Table 1A and IB summarises the pharmacokinetic results obtained after dosing of 
Ciprofloxacin 500 mg OD immediately after administration of a high fat or a normal 
meal as a single dose administration or a multiple dose administration. The immediate 
release Cipro 250 mg tablets were tested under both fed and fasted conditions. 
In all the above studies the OD formulation gave serum concentration time profiles 
desirable for once daily dosage form in that the peak serum concentration Cmax or 
Cmaxss was comparable to that for the immediate release drug indicating a similar rate of 
absorption of the drug. The total bioavailability of the drug (AUC) was also comparable 
(Table 1A and IB). 

The AUC above MIC values at a level of 0,5 mcg/mL for Ciprofloxacin OD 500 mg v$ 
Cipro™ 250 mg b.i.d were better for Cipro OD 500 mg than those for Cipro™ immediate 
release tablets administered twice daily under fed or fasting conditions, indicating better 
therapeutic efficacy of the OD formulation (Table 1 A and IB). 

The Summary results of another study conducted on 500 mg OD at a Contract Research 
Organisation (United States) are also attached (Table 1C and ID). However, the results 
derived from the data were not consistent with studies carried out as described above, 
There is no known expiation for the inconsistent results. 
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Ciprofloxacin 1000 mg OD 

Table 2A and 2B summarises the pharmacokinetic results obtained after dosing of 
Ciprofloxacin 1000 mg OD immediately after administration of a high fat or a normal 
meal as a single dose administration or a multiple dose administration. The immediate 
release Cipro™ 500 mg tablets were tested under both fed and fasted conditions. 
Ciprofloxacin was measured in Serum / Plasma using a validated HPLC method. 
In all the above studies the OD formulation gave serum concentration time profiles 
desirable for once daily dosage form in that the peak serum concentration Cmax or 
Cmax^s was comparable to that for the immediate release drug indicating a similar rate of 
absorption of the drug. The total bioavailability of the drug (AUC) was also comparable 
(Table 2A and 2B). 

The AUC above MIC values at a level of 1.0 mcg/mL for Ciprofloxacin OD 1000 mg vs 
Cipro™ 500 mg b.i.d were better for Cipro OD 1000 mg than those for Cipro™ 
immediate release tablets administered twice daily under fed or fasting conditions, 
indicating better therapeutic efficacy of the OD formulation (Table 2A and 2B), 
The summary results of another study conducted on 1000 mg OD product at a Contract 
Research Organisation (United States) are also attached (Table 2C and 2D). However, 
the results were not consistent with studies carried out as described above. There is no 
known explanation to these inconsistent results. 
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Serial No. 


09/347,315 


I hereby ^declare that all statements made herein are of my o*u knowledge are true and 
that all statements made, on information and belief are oelieved to be true; and further that 
these were made with the knowledge that willful false statements and the like so made 
ate punishable under Secuon 1001 of Title 18 of the United Saxes Code, and that such 
.willful fclse statements may jeopardize the validity of me application, any patent issuing 
thereon,or any patent to which this verified statement is directed. 
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